TCT-97: Transcatheter Mitral Valve Implantation  by unknown
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7&7
(PEROLF&HUHEUDO,QVXOWV$IWHU7UDQVDSLFDO$RUWLF9DOYH5HSODFHPHQW'HWHFWHGE\
0DJQHWLF5HVRQDQFH,PDJLQJ
6WHSKDQ0(QVPLQJHU0DUWLQ$UQROG6DELQH6FKXO]+HLVH5LFKDUG)H\UHU6WHSKDQ
$FKHQEDFK'LHWHU5RSHUV)ULHGULFK(LQKDXV$UQGW'|UÀHU:HUQHU'DQLHO0LFKDHO
:H\DQG-RVHI/XGZLJ
8QLYHUVLW\RI(UODQJHQ(UODQJHQ*HUPDQ\
%DFNJURXQG 7UDQVFDWKHWHU DRUWLF YDOYH UHSODFHPHQW LV D QHZ PLQLPDOLQYDVLYH WKHUDSHXWLF
DSSURDFKIRUDRUWLFYDOYHVWHQRVLV:KLOHLQLWLDOFOLQLFDOUHVXOWVDUHSURPLVLQJLWLVXQNQRZQZKHWKHU
PRELOL]DWLRQDQGHPEROL]DWLRQRIFDOFL¿HGSDUWLFOHVPD\OHDGWRFHUHEUDOLVFKHPLD7KXVZHDVVHVVHG
WKHUDWHRISHULSURFHGXUDOHPEROLFLVFKHPLFEUDLQLQMXU\GXULQJWUDQVFDWKHWHUDRUWLFYDOYHUHSODFHPHQW
LQDFRQVHFXWLYHVHULHVRISDWLHQWVXQGHUJRLQJWUDQVDSLFDOYDOYHLPSODQWDWLRQ
0HWKRGVSDWLHQWVPDOHIHPDOHPHDQDJH\HDUVDYHUDJHORJ(XURVFRUH
VFKHGXOHGIRUWUDQVDSLFDODRUWLFYDOYHUHSODFHPHQWGXHWRFDOFL¿HGDRUWLFYDOYHVWHQRVLVZHUHLQFOXGHG
$OOSDWLHQWVUHFHLYHGDEDVHOLQHFHUHEUDO05,EHIRUHLQWHUYHQWLRQDOSURFHGXUHUHSHDWHGZLWKLQGD\V
DIWHUYDOYHLPSODQWDWLRQ7KH05,VWXGLHV LQFOXGHGD[LDOGLIIXVLRQZHLJKWHG':,7ZHLJKWHG
)/$,5ZHLJKWHGDQG7JUDGLHQWHFKRVHTXHQFHVUHVSHFWLYHO\6WDQGDUGL]HGFOLQLFDODVVHVVPHQWRI
WKHQHXURORJLFVWDWXVZDVSHUIRUPHGSULRUWRDRUWLFYDOYHUHSODFHPHQWDQGEHIRUHGLVFKDUJH
5HVXOWV 7UDQVDSLFDO DRUWLF YDOYH UHSODFHPHQW ZDV VXFFHVVIXOO\ SHUIRUPHG LQ DOO SDWLHQWV ,Q 
SDWLHQWV  QHZ FHUHEUDO':, OHVLRQV FRXOG EH GHWHFWHG LQ WKH SRVWSURFHGXUHDO05,ZKLOH 
SDWLHQWVVKRZHGQRQHZFHUHEUDOLQVXOWVSDWLHQWVKDGRQO\RQHSDWLHQWVXSWR¿YH
ZKLOH  SDWLHQWV KDGPRUH WKDQ  QHZ OHVLRQV 7KH SDWWHUQ RI GLVWULEXWLRQ DQGPRUSKRORJ\ZHUH
W\SLFDORIHPEROLFRULJLQ'HVSLWHWKHKLJKLQFLGHQFHRIPRUSKRORJLFDOO\GHWHFWDEOHOHVLRQVLQ':,
RQO\  SDWLHQWV  VKRZHG FOLQLFDO QHXURORJLF DOWHUDWLRQV 2I WKHVH SDWLHQWV RQO\ RQH VXIIHUHG
IURPDSHUPDQHQWVWURNHRQHKDGDWUDQVLWRULFLVFKHPLFDWWDFNZLWKIXOOUHFRQVWLWXWLRQDQGWZRZHUH
V\PSWRPDWLFZLWKDWUDQVLWRU\SV\FKRWLFV\QGURPH
&RQFOXVLRQ8VLQJ':,QHZHPEROLFLVFKHPLFOHVLRQVFRXOGEHGHWHFWHGLQXSWRRISDWLHQWVDIWHU
WUDQVDSLFDOYDOYHUHSODFHPHQW,QFRQWUDVWFOLQLFDOV\PSWRPVDUHUDUHDQGXVXDOO\WUDQVLWRU\/DUJHU
WULDOVDUHQHHGHGWRHYDOXDWHWKHFOLQLFDOVLJQL¿FDQFHRIDV\PSWRPDWLFLVFKHPLFOHVLRQVDVZHOODVWKH
UDWHRILVFKHPLFHYHQWVLQSDWLHQWVXQGHUJRLQJWUDQVIHPRUDOYDOYHUHSODFHPHQW
9DOYXODU+HDUW'LVHDVH±0LWUDO
$%
:HGQHVGD\6HSWHPEHUSP±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7&7
7UDQVFDWKHWHU0LWUDO9DOYH,PSODQWDWLRQ
$UVKDG4XDGUL<HQ/LDR-%UHQW5DW]
6W)UDQFLV+RVSLWDO:HVW+DUWIRUG&7&DUGL$49DOYH7HFKQRORJLHV,QF,UYLQH&$
%DFNJURXQG7KHDGYDQWDJHVRIWUDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQ7$9,LQWUHDWLQJKLJKULVN
SDWLHQWVZLWK DRUWLF VWHQRVLV KDYH EHHQZHOO GRFXPHQWHG7UDQVFDWKHWHUPLWUDO YDOYH LPSODQWDWLRQ
709, KRZHYHU LV D QRYHO WUHDWPHQW ,Q D UHFHQW DQLPDO VWXG\ D SURVWKHWLF SHULFDUGLDO YDOYH
ZDVVXFFHVVIXOO\LPSODQWHGLQWKHPLWUDOSRVLWLRQRIDSRUFLQHPRGHOYLDDSHUFXWDQHRXVDQWHJUDGH
DSSURDFK7KHIXQFWLRQDODVSHFWVRIWKHGHYLFHZHUHHYDOXDWHGWUDQVYDOYXODUJUDGLHQWSDUDYDOYXODU
OHDN/927REVWUXFWLRQDQGVWDELOLW\RIWKHLPSODQW
0HWKRGV7KHV\VWHPFRQVLVWVRIDFPORQJVWHHUDEOHFDWKHWHUKRXVLQJWKHLPSODQW7KHLPSODQW
FRQVLVWVRIDSURSULHWDU\WLVVXHYDOYHGHVLJQFRQVWUXFWHGIURPSRUFLQHSHULFDUGLXPPRXQWHGWRDVHOI
H[SDQGLQJDQGXQLTXHO\GHVLJQHGDQFKRULQJIUDPH$FFHVVWRWKHKHDUWZDVDFKLHYHGSHUFXWDQHRXVO\
WKURXJKWKHULJKWFRPPRQIHPRUDOYHLQ7KHFDWKHWHUZDVDGYDQFHGLQWRWKHOHIWDWULXPDFURVVWKH
LQWUDDWULDOVHSWXPDQGVWHHUHGLQWRWKHPLWUDOYDOYHDQQXOXVWRGHOLYHUWKHELRSURVWKHVLV,QWUDFDUGLDF
(FKRDQG)OXRURVFRS\ZHUHXWLOL]HGIRUSRVLWLRQLQJSULRUWR¿QDOGHSOR\PHQWDQGDQFKRULQJ
5HVXOWV6WHHUDELOLW\RIWKHFDWKHWHUZDVVXI¿FLHQWWRGHOLYHUWKHSURVWKHVLVLQWKHGHVLUHGSRVLWLRQ
0LQLPDO SRVWLPSODQWPRWLRQ GXULQJ V\VWROH RU GLDVWROH ZDV GHPRQVWUDWHG E\ ÀXRURVFRS\ ,QWUD
FDUGLDF HFKR VKRZHGQR WRPLQLPDOSDUDYDOYXODU OHDNDQG WKH IXQFWLRQRI WKH WULOHDÀHWYDOYHZDV
ZHOO SUHVHUYHG ZLWKRXW VLJQL¿FDQW YDOYXODU JUDGLHQW 9HQWULFXORJUDSK\ DQG SUHVVXUH JUDGLHQW
PHDVXUHPHQWVGLGQRWVKRZDQ\YHQWULFXODURXWÀRZWUDFWREVWUXFWLRQ3UHVHUYDWLRQRIWKH/9IXQFWLRQ
DQG PLWUDO DSSDUDWXV ZDV GHPRQVWUDWHG E\ DOO PRGDOLWLHV $OO DQLPDOV VXUYLYHG WKURXJKRXW WKH
REVHUYDWLRQSHULRG
&RQFOXVLRQ709,LVDYLDEOHFRQFHSWDQGFDQEHSHUIRUPHGVDIHO\LQWKHDQLPDOPRGHO7KHPXOWL
SODQHVWHHUDEOHFDWKHWHUV\VWHPZDVUHDGLO\DQGDFFXUDWHO\PDQHXYHUDEOH7KHQRYHOYDOYHLPSODQW
SHUIRUPHGZLWKRXWWUDQVYDOYXODUJUDGLHQWDQGGLGQRWVKRZDQ\YDOYXODURUSDUDYDOYXODUUHJXUJLWDWLRQ
$QFKRULQJWRWKHDQQXOXVZDV¿UP0RUHGHWDLOHGORQJWHUPDQLPDOVWXGLHVDUHEHLQJSODQQHG
7&7
5HVLGXDO0LWUDO5HJXUJLWDWLRQ*UDGHDW0RQWKVLV&RUUHODWHGZLWK3HUVLVWHQFHRI
,DWURJHQLF$WULDO6HSWDO'HIHFWDIWHU0LWUD&OLS5HSDLU
7KRPDV:6PLWK3DWULFN0F*LQW\:LOOLDP%RPPHU6FRWW/LP3HWHU)DLO-DVRQ5RJHUV
8QLYHUVLW\RI&DOLIRUQLD'DYLV6DFUDPHQWR&$8QLYHUVLW\RI9LUJLQLD+HDOWK6\VWHP
&KDUORWWHVYLOOH9$
%DFNJURXQG,DWURJHQLFDWULDOVHSWDOGHIHFWVL$6'VFDQSHUVLVWDIWHUWUDQVVHSWDOSURFHGXUHV7KH
0LWUD&OLSGHYLFH $EERWW9DVFXODU6DQWD&ODUD&$ LVGHOLYHUHG WKURXJKD)UHQFK WUDQVVHSWDO
JXLGLQJFDWKHWHULQSDWLHQWVZLWKPLWUDOUHJXUJLWDWLRQ05
0HWKRGVVXEMHFWVZLWK0LWUD&OLSUHSDLULQWKHUROO,QSKDVHRIWKH(9(5(67,,UDQGRPL]HGWULDO
KDGWUDQVWKRUDFLFHFKRFDUGLRJUDPV77(VDQDO\]HGDWEDVHOLQHDQGPRVIRUUHVLGXDOL$6'ULJKW
YHQWULFXODU 59 VL]H OHIW DWULDO /$YROXPH DQG WULFXVSLG05JUDGH6XEMHFWVZLWK LGHQWL¿DEOH
L$6'DWPRVZHUHWKH³L$6'´JURXSWKRVHZLWKRXWZHUHGH¿QHGDV³QRQ$6'´JURXS3DWLHQWV
ZKRXQGHUZHQWVXUJHU\IRU05ZLWKLQWKH¿UVWPRVZHUHH[FOXGHG
5HVXOWV6HH7DEOHL$6'VZHUHIRXQGDWPRVLQSDWLHQWVZLWKDPHDQGLDPHWHURIPP
%DVHOLQHPHDQLQGH[HG/$YROXPHDQG05ZHUHVOLJKWO\KLJKHULQWKHL$6'JURXSDOWKRXJK
QRWVLJQL¿FDQW6XEMHFWVZLWKL$6'DWPRVKDGVLJQL¿FDQWO\PRUHUHVLGXDO05DQGDWUHQGWRZDUG
ODUJHU/$YROXPHVRIQRQ$6'SDWLHQWVZHUHIUHHIURP05!DWPRVYVRIWKRVHZLWK
L$6'S 7KHUHZHUHQRRWKHUVLJQL¿FDQWDVVRFLDWLRQEHWZHHQFOLQLFDODQGHFKRFDUGLRJUDSKLF
YDULDEOHV DQG WKH SUHVHQFH RI L$6' 1R SDWLHQW LQ WKH L$6' JURXS GHYHORSHG SURJUHVVLYH 59
HQODUJHPHQWRUPHDQLQJIXOFOLQLFDOHYHQW
&RQFOXVLRQV$IWHU0LWUD&OLS UHSDLUSHUVLVWHQW L$6'VRFFXUDWD UDWHFRPSDUDEOH WR UHSRUWVDIWHU
WUDQVVHSWDO LQWHUYHQWLRQDOSURFHGXUHVDQGDUHQRWDVVRFLDWHGZLWKFOLQLFDOHYHQWV%RWKJURXSVKDG
UHGXFWLRQVLQPLWUDOUHJXUJLWDWLRQDQG/9VL]H$VULJKWVLGHGGLPHQVLRQVGLGQRWFKDQJHL$6'VDUH
XQOLNHO\WREHKHPRG\QDPLFDOO\VLJQL¿FDQW7KH¿QGLQJWKDWSDWLHQWVZLWKSHUVLVWHQWL$6'VKDGOHVV
05UHGXFWLRQDWPRQWKVDQGDWUHQGWRZDUGODUJHU/$YROXPHVVXJJHVWVWKDWLQFUHDVHG/$SUHVVXUH
PD\EHDPHFKDQLVPIRUSHUVLVWHQWL$6'
7&7
(9(5(67,,5DQGRPL]HG&OLQLFDO7ULDO$&ULWLFDO$VVHVVPHQWRIWKH6DIHW\'DWDLQ
3DWLHQWVWUHDWHGZLWKWKH0LWUD&OLS
7HG)HOGPDQ/DXUD0DXUL6DLEDO.DU0LFKDHO5LQDOGL3HWHU)DLO-DPHV+HUPLOOHU
5LFKDUG6PDOOLQJ:LOOLDP*UD\$QGUHZ:DQJ+RZDUG+HUUPDQQ-DVRQ5RJHUV-RKQ
/DVDOD7DQYLU%DMZD3DXO*UD\EXUQ:HVOH\3HGHUVHQ(O\VH)RVWHU$OIUHGR7UHQWR
'RQDOG*ORZHURQEHKDOIRIWKH(9(5(67,,,QYHVWLJDWRUV
1RUWKVKRUH8QLYHUVLW\+HDOWK6\VWHP(YDQVWRQ,/+DUYDUG&OLQLFDO5HVHDUFK,QVWLWXWH
%RVWRQ0$&HGDUV6LQDL+HDOWK6\VWHP/RV$QJHOHV&$&DUROLQD0HGLFDO&HQWHU
&KDUORWWH1&7HUUHERQQH*HQHUDO0HGLFDO&HQWHU+RXPD/$7KH&DUH*URXS
,QGLDQDSROLV,10HPRULDO+HUPDQQ+RVSLWDO+RXVWRQ7;&ROXPELD8QLYHUVLW\0HGLFDO
&HQWHU1HZ<RUN1<'XNH8QLYHUVLW\0HGLFDO&HQWHU'XUKDP1&+RVSLWDORI7KH
8QLYHUVLW\RI3HQQV\OYDQLD3KLODGHOSKLD3$8QLYHUVLW\RI&DOLIRUQLD'DYLV0HGLFDO&HQWHU
6DFUDPHQWR&$:DVKLQJWRQ8QLYHUVLW\0HGLFDO&HQWHU6W/RXLV026W/XNH¶V0HGLFDO
&HQWHU0LOZDXNHH:,%D\ORU+HDUW	9DVFXODU,QVWLWXWH'DOODV7;0LQQHDSROLV+HDUW
,QVWLWXWH0LQQHDSROLV018QLYHUVLW\RI&DOLIRUQLD6DQ)UDQVFLVFR6DQ)UDQFLVFR&$
%DFNJURXQG(9(5(67,,LVDSURVSHFWLYHPXOWLFHQWHUUDQGRPL]HGFRQWUROOHGWULDOGHVLJQHGWR
FRPSDUH WKH VDIHW\ DQGHIIHFWLYHQHVVRI WKH0LWUD&OLS6\VWHP 'HYLFHZLWKPLWUDOYDOYH VXUJHU\
&RQWUROLQWKHWUHDWPHQWRIPLWUDOUHJXUJLWDWLRQ05$GHWDLOHGDQDO\VLVRIWKHVDIHW\GDWDDWGD\V
DQGPRQWKVKDVQRWEHHQUHSRUWHG
0HWKRGV7KHVDIHW\RIWKH'HYLFHFRPSDUHGWR&RQWUROZDVHYDOXDWHGWKURXJKQXPHURXVSULPDU\
DQGVHFRQGDU\VDIHW\HQGSRLQWVRQDQ,QWHQWLRQWR7UHDWEDVLV0DMRU$GYHUVH(YHQWV0$(DW
GD\V DFFRXQWHG IRU SRWHQWLDO FRPSOLFDWLRQV LQ ERWK WUHDWPHQW DUPV (YHQWV LQ WKH0$( HQGSRLQW
FRQVLVWHGRIGHDWK0,UHRSHUDWLRQIRUIDLOHGVXUJLFDOUHSDLURUUHSODFHPHQWQRQHOHFWLYH&9VXUJHU\
IRUDGYHUVHHYHQWVVWURNHUHQDOIDLOXUHGHHSZRXQGLQIHFWLRQYHQWLODWLRQIRUJUHDWHUWKDQKRXUV*,
FRPSOLFDWLRQUHTXLULQJVXUJHU\QHZRQVHWRISHUPDQHQWDWULDO¿EULOODWLRQVHSWLFHPLDDQGWUDQVIXVLRQ
RIXQLWVRIEORRG$GGLWLRQDOO\DSUHVSHFL¿HG0RGL¿HG0$(ZKHUHLQWUDQVIXVLRQVZHUHUHSODFHG
ZLWKPDMRUEOHHGLQJFRPSOLFDWLRQVUHTXLULQJWUDQVIXVLRQRUVXUJLFDOLQWHUYHQWLRQZLOOEHSUHVHQWHG
$GGLWLRQDOVHFRQGDU\VDIHW\HQGSRLQWVLQFOXGLQJPRQWK0$(UDWHVLQFLGHQFHRIPDMRUYDVFXODU
DQGEOHHGLQJFRPSOLFDWLRQV1HZRQVHWXVHRI&RXPDGLQWKHLQFLGHQFHRISDUWLDOOHDÀHWGHWDFKPHQWV
DQGWKHLQFLGHQFHRIG\VUK\WKPLDVHQGRFDUGLWLVWKURPERVLVKHPRO\VLVDQGDWULDOVHSWDOGHIHFWVZLOO
EHDOVRSUHVHQWHG
5HVXOWV6XSHULRULW\RIVDIHW\RIWKH'HYLFHZDVGHPRQVWUDWHG7DEOH$GHWDLOHGSUHVHQWDWLRQDQG
GLVFXVVLRQRIWKHPDMRUDGYHUVHHYHQWUDWHVDQGDQDO\VLVDWGD\VDQGPRQWKVDQGRWKHUVHFRQGDU\
VDIHW\HQGSRLQWVZLOOEHSUHVHQWHG
'HYLFH
*URXS
&RQWURO
*URXS 'LIIHUHQFH 3YDOXH
GD\0$(5DWH,77    
GD\0RGL¿HG0$(5DWH,77    
PRQWK0RGL¿HG0$(5DWH,77    
PRQWK0DMRU9DVFXODU&RPSOLFDWLRQV
,77    
PRQWK0DMRU%OHHGLQJ&RPSOLFDWLRQV
,77    
PRQWK1RQ&HUHEUDO
7KURPERHPEROLVP    
&RQFOXVLRQ 7KH GDWD UHJDUGLQJ WKH 0$( RI WKH 0LWUD&OLS GHYLFH LQ WKH (9(5(67 ,,
5DQGRPL]HG&OLQLFDO7ULDODUHH[SHFWHGWRVXSSRUWLWVRYHUDOOVDIHW\SUR¿OH
